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DETAILED ACTION 



Claim Objections 

Claim 1 01 is objected to because of the following informalities: the claim recites 
that the has an umbrella shape. The claim is unclear. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 99 - 1 01 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gottesman (4,834,068). 

With reference to claim 99, Gottesman et al. (hereinafter "Gottesman") discloses 
an irrigation shield comprising a flexible sheet having an elastically enlargeable aperture 
configured to releasably engage a head of an irrigation nozzle as set forth in col. 4, lines 
4-17. 

As to claim 100, Gottesman discloses an irrigation shield further comprising a 
latex portion circumferentially attached to the aperture, the latex portion having an 
elastically enlargeable opening for receiving the irrigation nozzle as set forth in col. 4, 
lines 6-11 and in figure 2. 
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Regarding claim 101 , Gottesman discloses an umbrella shape as set forth in 
figure 2. 

Claim 103 is rejected under 35 U.S.C. 102(b) as being anticipated by Holloway et 
al. (5,381 ,562). 

As to claim 1 03, Holloway discloses a medical basin for collecting fluid during 
irrigation of a wound on a human anatomy comprising at least one sidewall and a 
bottom, the at least one sidewall and the bottom defining a cavity; and at least one 
convertible portion in at least one of the bottom and the at least one sidewall, wherein 
the at least one convertible portion is configured to define an aperture through the at 
least one sidewall and bottom when the at least one convertible portion is modified as 
set forth in col. 7, lines 3-15 and in figure 1 . 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 31 , 33, 35 - 39 and 43 - 48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McKinnon et al. (US 6,558,344). 

With reference to claim 31 , McKinnon et al. (hereinafter "McKinnon") discloses an 
irrigation kit comprising: a flexible sheet having an aperture (figures 2-3) configured to 
engage an irrigation device (figure 7); and a basin (72) for collecting 
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irrigation fluid used during an irrigation procedure as set forth in figure 14. 

The difference between McKinnon and claim 31 is the provision that the basin is 
sterilized and made of a biocompatible hypoallergenic material. 

It would have been obvious to one of ordinary skill in the art to sterilize the basin 
of McKinnon and produce it with a biocompatible hypoallergenic material since the 
basin of material is used provide safe and effective wound cleansing to remove dirt, 
gravel, etc. from a wound site (col. 1 , lines 12- 21). It is well known in the art to 
sterilize such a device in order to provide enhanced infection control (col. 9, lines 14 - 
1 7). Likewise, it would have been obvious to one of ordinary skill in the art to provide 
the device with biocompatible, hypoallergenic material in order to prevent an 
undesirable reaction between the patient and the product. 

As to claim 33, McKinnon discloses an irrigation kit wherein the aperture, in an 
enlarged state, is configured to fit over a conical splash shield extending distally 
from a collar attached to a tip of the irrigation device as set forth in figure 9. 

As to claim 35, McKinnon discloses a flexible sheet having a shape 
selected from the group consisting of a circle, a square, a rectangle, a 
half-circle, a star and a diamond as set forth in figures 1 - 2. 

The difference between McKinnon and claim 36 is the provision that the flexible 
sheet has a specific thickness. 

McKinnon discloses a flexible sheet that would ultimately have a thickness. 



Application/Control Number: 10/776,309 Page 5 

Art Unit: 3761 

It would have been obvious to one of ordinary skill in the art to modify the 
thickness of McKinnon in order to determine the most effective product since it has 
been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable range includes only a level of ordinary skill in the 
art. 

Regarding claim 37, McKinnon discloses an irrigation kit wherein the flexible 
sheet is configured to have an umbrella shape as set forth in figures 1 - 2. 

As to claim 38, McKinnon discloses an irrigation kit wherein the flexible sheet is 
pleated to define an umbrella shape as set forth in figures 1 and 4. 

The difference between McKinnon and claim 39 is the provision that the flexible 
sheet has a specific length. 

McKinnon discloses a flexible sheet that has a length as set forth in col. 2, lines 
57-62. 

It would have been obvious to one of ordinary skill in the art to modify the length 
of McKinnon in order to determine the most effective product since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable range includes only a level of ordinary skill in the art. 

As to claims 43 - 47, McKinnon discloses an irrigation kit wherein the basin is 
configured to collect fluid during irrigation of a wound on various body parts as set forth 
in col. 8, lines 51 -61. 

With reference to claim 48, McKinnon discloses an irrigation kit further 
comprising a grommet (44) as set forth in figure 1 . 
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Claims 31 - 32, 34 and 49 - 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Greco (US 5,312,385). 

With reference to claim 31 , Greco discloses an irrigation kit comprising: a flexible 
sheet having an aperture (4) configured to engage an irrigation device (5); and a basin 
(6) for collecting irrigation fluid used during an irrigation procedure as set forth in 
figure 1 . 

The difference between Greco and claim 31 is the provision that the basin is 
sterilized and made of a biocompatible hypoallergenic material. 

It would have been obvious to one of ordinary skill in the art to sterilize the basin 
of Greco and produce it with a biocompatible hypoallergenic material since the basin of 
material because it is well known in the art to sterilize such a device in order to provide 
enhanced infection control. Likewise, it would have been obvious to one of ordinary 
skill in the art to provide the device with biocompatible, hypoallergenic material in order 
to prevent an undesirable reaction between the patient and the product. 

With reference to claim 32, Greco teaches a cannula having an adhesive surface 
as set forth in col. 4, lines 49 - 55. 

Regarding claim 34, Greco teaches a flexible sheet that is made from at least 
one material selected from the group consisting of polyurethane, polypropylene, 
polyvinyl chloride, and polyvinyl acetate as set forth in col. 4, lines 27 - 31 . 

As to claims 49 and 50, Greco teaches an irrigation kit wherein the basin has at 
least one surface, said surface having at least one convertible portion in the form of a 
frangible portion as set forth in col. 4, lines 62 - 64. 



Application/Control Number: 10/776,309 Page 7 

Art Unit: 3761 

Claims 40 - 42 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
McKinnon et al. (US 6,558,344) and further in view of Gottesman et al. (US 4,834,068). 

The difference between McKinnon and claim 40 is the provision that an elastic 
member is attached around the aperture. 

Gottesman teaches an irrigation shield comprising a flexible sheet having an 
elastically enlargeable aperture configured to releasably engage a head of an irrigation 
nozzle as set forth in col. 4, lines 4-17. 

It would have been obvious to one of ordinary skill in the art to modify the 
aperture of McKinnon to provide elastic because the elastic will allow for a tensioned 
diameter that will provide a convenient leak tight seal as taught by Gottesman in 
col. 4, lines 6-11. 

As to claims 41 and 42, Gottesman teaches an irrigation shield wherein the 
elastic member comprises a latex portion having an elastically enlargeable and/or 
deformable opening as set forth in col. 4, lines 6-11 and in figure 2. 

Claim 102 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gottesman et al. (US 4,834,068). 

Gottesman discloses a flexible sheet that has a length as set forth in figure 2. 

It would have been obvious to one of ordinary skill in the art to modify the length 
of Gottesman in order to determine the most effective product since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable range includes only a level of ordinary skill in the art. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michele Kidwell whose telephone number is 
571 -272-4935. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571 -272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Sen/ice Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
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